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DETAILED ACTION 
Status of Application/Amendment/Claims 

Applicant's response filed 8/12/2005 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed 5/12/2005 are hereby 
withdrawn. The following rejections and/or objections are either newly applied or are 
reiterated and are the only rejections and/or objections presently applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

With entry of the amendment filed on 8/12/2005, claims 1-28 are pending in the 
application. Claims 1-13, 18 and 20-24 have been withdrawn from consideration. 

Response to Arguments-Claim Rejections - 35 USC § 102(b) 

Claims 14-17, 19 and 25-28 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Baracchini et al. (US 5,801 ,154), for the reasons of record set forth in the 
office action mailed 5/12/05. 

Applicant argues that Baracchini et al. do not disclose any oligonucleotide that is 
complementary to SEQ ID NO: 91 . Applicant further argues that there is no 
oligonucleotide in Baracchini et al. that has a "consecutive series of bases" that is the 
same as in SEQ ID NO: 82. Applicant asserts that the SEQ ID NO: 6 of Baracchini et 
al. cited by the examiner clearly has no similarity. 
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Applicant's argument has been considered but is not found persuasive. Contrary 
to applicant's assertions, SEQ ID NO: 6 of Baracchini et al. meets the structural 
limitations of the instant claims. As explained in the office action mailed 5/12/05, 
Baracchini et al. teach antisense oligonucleotides comprising a consecutive series of 
bases as set forth in instant SEQ ID NO: 82. See for example, SEQ ID NO: 6, 
comprises a consecutive series of bases (bases 1-4, 8-10, and 12-15) as set forth in 
instant SEQ ID NO: 82 (bases 14-16, 18-20, and 8-11, respectively). Therefore, SEQ 
ID NO: 6 of Baracchini et al. comprises three consecutive series of bases as set forth in 
instant SEQ ID NO: 82. Contrary to applicants assertion that the sequences clearly 
have no similarity, applicant has not explained how bases 1-4 for example of SEQ ID 
NO: 6 of Baracchini et al. are not a consecutive series of bases as set forth in bases 14- 
16 of instant SEQ ID NO: 82. Since SEQ ID NO: 6 of Baracchini et al. comprises a 
consecutive series of bases as set forth in instant SEQ ID NO: 82, SEQ ID NO: 6 of 
Baracchini et al. also has "a sequence" complementary to a portion of SEQ ID NO: 91, 
as instantly claimed. Additionally, as explained in the office action mailed 5/12/05, 
although the oligonucleotides taught by Baracchini et al. are not specifically disclosed 
as compounds that reduce the amount of active hsp27, the oligonucleotides taught by 
Baracchini et al. meet the structural limitations of the instant claims and would therefore 
necessarily possess the ability to reduce the amount of active hsp27 as instantly 
claimed. As stated in the MPEP (see MPEP 21 12), something that is old does not 
become patentable upon the discovery of a new property. 
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Therefore, the 35 U.S.C. 102(b) rejection set forth in the official office action 
mailed on 5/12/05 is considered proper and maintained. 

Response to Arguments-Claim Rejections - 35 USC § 103(a) 

Claims 14-17, 19 and 25-28, stand rejected under 35 U.S.C. 103(a), as being 
unpatentable over Horman et al., in view of Taylor et al., Baracchini et al. (US 
5,801,154), and Bennett et al. (US 5,998,148), for the reasons of record set forth in the 
office action mailed 5/12/05. 

Applicant points out that no reference as identifiable as "Taylor et al." was 
provided in the office action or listed on a PTO-892 form. Applicant argues that if the 
rejection is maintained, it should be a non-final action in which the reference is fully 
identified and provided. Applicant states that from the examiner's remarks, however, it 
appears that Taylor et al. is not specific to hsp27 and is, like Baracchini et al. and 
Bennett et al., only related to antisense technology generally. It appears that applicant 
understands the portion of Taylor et al. explained in the office action mailed 5/12/05 and 
relied upon by the examiner. Applicants were afforded an opportunity to request a copy 
of the reference that was inadvertently omitted from the 892. The examiner apologizes 
and a copy is provided along with an updated 892 form herein. Although the Taylor et 
al. reference is important to the rejection, Taylor et al. is simply a supporting reference 
and applicant has not provided a reason for rebuttal to the prima facie case involving 
the statement relied upon from the Taylor et al. reference. 
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Applicant argues that there must be knowledge in the art of a therapeutic utility in 
order for it to be obvious to place something in a pharmaceutical composition. Applicant 
further argues that Horman et al. do not teach antisense oligonucleotides of the instant 
invention, but teach using a full length anti-hsp27 antisense of which copies are made in 
vivo. Applicant asserts that the examiner's generalized teachings about making 
antisense oligonucleotides are not sufficient to render the claims obvious. Applicant 
argues that the examiner's statement of the content of Taylor et al. is inconsistent with 
the knowledge in the art because merely knowing the sequence of a cDNA does not 
render antisense oligonucleotides obvious because not all possible oligonucleotides are 
effective as antisense. 

As stated in the office action mailed 5/12/05, Horman et al. teach that hsp27 is 
overexpressed in pre-malignant or malignant lesions and Horman et al. further teach 
antisense inhibition of hsp27. Contrary to applicant's assertion regarding there needing 
to be knowledge of a therapeutic utility, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the- claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. In 
a claim drawn to a process of making, the intended use must result in a manipulative 
difference as compared to the prior art. See In re Casey, 370 F.2d 576, 152 USPQ 235 
(CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458, 459 (CCPA 1963). 
Horman et al. is relied upon for a desire to inhibit hsp27 in the art and further for the 
teaching of the role of hsp27 in pre-malignant or malignant lesions, indicating motivation 
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to specifically target and inhibit the hsp27 gene. Additionally, the generalized teachings 
cited in the antisense oligonucleotide art teach the simplicity of designing antisense 
oligonucleotides to known target genes. The examiner did not rely on Horman et al. for 
the usage of antisense oligonucleotides, but rather for the fact that hsp27 was a known 
target gene for inhibition, whether it be by antisense oligonucleotides or by other means, 
prior to the instant invention. The generalized teachings referred to by applicant support 
that antisense oligonucleotides are obvious means to inhibit the expression of a known 
gene and can be designed and screened for activity with simplicity. Contrary to 
applicants assertion that the examiner's statement of the content of Taylor et al. is 
inconsistent with the knowledge in the art because merely knowing the sequence of a 
cDNA does not render antisense oligonucleotides obvious because not all possible 
oligonucleotides are effective as antisense, the examiner did not assert that Taylor et al. 
teaches that merely knowing the cDNA sequence renders which specific oligos are 
effective as antisense. As stated in the office action mailed 5/12/05, Taylor et al. teach 
"that antisense oligonucleotides 7-30 nucleotides long can be synthesized to inhibit the 
expression of any protein provided the cDNA sequence is known. Taylor et al. also 
indicate that making and using such oligos are available to those of ordinary skill in the 
art, that it is common practice to chemically modify the such oligonucleotides to prolong 
their bioactivity, and also teach that with software analysis and high affinity oligos, one 
needs to screen only 3-6 oligos to find one that inhibits its target 66-95% (p. 565)." 
Therefore, Taylor et al. teaches that a screening process is commonly available to 
determine which oligos are functional as antisense. This is consistent with the teaching 
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of the instant specification, paragraph 19, that discloses "the cDNA sequence forms the 
basis for the development of antisense oligonucleotides." 

Therefore, the 35 U.S.C. 103(a) rejection set forth in the official office action 
mailed on 5/12/05 is considered proper and maintained. 

New Rejections 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 14, 15, 17 and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lee et al. (Biochem Biophys Res Commun. 2001 Jun 8; 284(2): 261-7). 

The invention of the above claims is drawn to a pharmaceutical composition 
comprising a therapeutic agent, more specifically an antisense oligonucleotide 12 to 35 
nucleotides long that reduces the amount of active hsp27 in cancerous cells and a 
pharmaceutical^ acceptable carrier. The antisense oligonucleotide has a sequence 
complementary to a portion of SEQ ID NO: 91. The invention is further drawn to 
antisense oligonucleotide comprising a consecutive series of bases as set forth in SEQ 
ID NO: 82. The language "comprising a consecutive series of bases" is being 
interpreted as referring to comprising any consecutive series of bases in any portion of 
SEQ ID NO: 82. 
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Lee et al. teach an antisense oligonucleotide 18 nucleotides in length having a 
sequence complementary to a portion of SEQ ID NO: 91 (see for example nucleotides 
12-15 of Lee et al. which are complementary to nucleotides 45-48 of instant SEQ ID 
NO: 91 ). The antisense oligonucleotide sequences targeted to hsp27 taught by Lee et 
al. is disclosed on page 262 of Lee et al. Additionally, the antisense oligonucleotide 
targeted to hsp27 taught by Lee et al. comprises a consecutive series of bases as set 
forth in. instant SEQ ID NO: 82 (see nucleotides 3-6 of Lee et al. which are a 
consecutive series of bases as set forth as nucleotides 17-20 of instant SEQ ID NO: 
82). Lee et al. teach compositions comprising the antisense oligonucleotide and buffers 
that are considered pharmaceutical^ acceptable (see page 262). The antisense 
oligonucleotide taught by Lee et al. meets the structural limitations of the instant claims 
and would therefore necessarily possess the ability to reduce the amount of active 
hsp27 in cancerous cells as instantly claimed. As stated in the MPEP (see MPEP 
21 12), something that is old does not become patentable upon the discovery of a new 
property. 

Therefore, claims 14, 15, 17 and 19 are anticipated by Lee et al. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy H. Bowman whose telephone number is 571-272- 
0755. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 



Application/Control Number: 10/605,498 



Page 10 



Art Unit: 1635 

5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



Amy H. Bowman 
Examiner 
Art Unit 1635 
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